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NATIONAL INSTITUTESOF HEALTH PROPOSAL #
ANIMAL STUDY PROPOSAL APPROVAL DATE
(Revised 11/99)
(See NIH Manual 3040-2) EXPIRATION DATE
PLEASE TYPE

A. ADMINISTRATIVE DATA:
Indtitute or Center:
Principa Invegtigator:
Building/Room:
Telephone:
FAX:
Emall:
Divison, Laboratory, or Branch:
Project Title:
Initia Submission| ]; Renewa [ ] or Modification [ ] of Proposd Number

List the names of al individuals authorized to conduct procedures involving animals under this proposa and
identify key personnd (i.e. Co-investigator(s)):

All personnel working with animals must take the appropriate anima course from OACU and must be
enrolled in the Anima Exposure Surveillance Program through Occupational Medica Services.

B. ANIMAL REQUIREMENTS:
Species  Age/Weight/Size: Sex:
Stock or Strain: - Source():

Holding Location(s): Anima Procedure Location(s):
Number of Animas.

Yearl | Year2|Year3|=| TOTAL

C. TRANSPORTATION: Transportation of animas must conform to dl NIH and Feacility
guiddines/policies. If animaswill be transported between facilities, describe the methods and
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conanmert 1o pe utiizea. IT alnmas will be rangoortea witnin tne Liinica certer, aso inciuae e
route and elevator(s) to be utilized.

D. STUDY OBJECTIVES: Briefly explanin NON-TECHNICAL TERM Sthe am of the sudy and how
the study may benefit human or anima heslth or advance scientific understanding of biologica
ProCesses.

E. RATIONALE FOR USE OF ANIMALS:

1) Explain your rationde for animal use.

2) Judtify the appropriateness of the species selected.

3) Judify the number of animas to be used.  Please provide a detailed judification for the number of
animas used. The number of animas to be used in each pat of the sudy should be stated. Judtification
can include datidicad anadyss and published numbers.  As per the 08/21/2000 letter to investigators, dl
anima dudies must be dassfied (and dated) in the judification as a Teaching protocol, Tissue
Procurement Protocol, Holding Protocol, Pilot Sudy or Clinicd Studies. Pease The CC Biogatistics
and Clinicd Epidemiology Service mugt review dl Clinicd Studies and sgn off in Section O. Some
Filot Studies will also need to be reviewed; please see the APD for further assistance.

F. DESCRIPTION OF EXPERIMENTAL DESIGN AND ANIMAL PROCEDURES: Briefly explan
the experimentad design and specify dl anima procedures. THISDESCRIPTION SHOULD ALLOW
THE ACUC TO UNDERSTAND THE EXPERIMENTAL COURSE OF AN ANIMAL FROM ITS
ENTRY INTO THE EXPERIMENT TO THE ENDPOINT OF THE STUDY. Specificdly addressthe
fallowing:

(Use additional sheetsif necessary.)

-Injections or Inoculations (substances, e.g., infectious agents, adjuvants, etc.; dose, sites, volume,
route, and schedules)

-Blood Withdrawals (volume, frequency, withdrawa sites, and methodology)

-Non-survival surgical procedures (Provide details of survival surgical proceduresin Section
G)

-Radiation (dosage and schedule)

-Methods of restraint (e.g., restraint chairs, collars, vests, harnesses, dings, €ic.),

-Animal Identification M ethods (e.g., ear tags, tattoos, collar, cage card, etc

- Other procedures (eg., surviva sudies, tail biopses, etc.).
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-REsUITant EITeCts, IT aly, e animas are expected 10 experiernce (e.g., pan or aISress, ascies

production, etc.).

-Experimental Endpoint Criteria (i.e.,, tumor Size, percentage body weight gain or loss, inability to
egt or drink, behaviord aonormdlities, clinica symptomatology, or Sgns of toxicity) must be
Specified when the administration of tumor cdls, biologics, infectious agents, radiation or
toxic chemicals are expected to cause significant symptomatology or are potentialy lethd.

Ligt criteriato be used to determine when euthanasiaiis to be performed. Desath as an endpoint
must always be scientificaly judtified.

G. SURVIVAL SURGERY: If proposed, complete the following:

1. Identify and describe the surgical procedure(s) to be performed. Include the aseptic methods to be
utilized. (Use additional sheetsif necessary.)

2. Who will perform surgery and what are their qudifications and/or experience?.
3. Where will surgery be performed, Building and Room?

4. Describe pogt-operative care required, including consderation of the use of podt-operative analgesics,
and identify the responsible individud:

5. Has mgor surviva surgery been performed on any anima prior to being placed on this study Y/N. If
yes, please explain:

6. Will more than one mgor survivad surgery be performed on an anima while on this study? Y/N. If
yes, please judtify:

H. PAIN OR DISTRESS CATEGORY: The ACUC isresponsble for gpplying U.S. Government Principle
IV. Contained in Appendix 3: “Proper use of animals, induding the avoidance or minimization of
discomfort, disiress, and pain when consstent with sound scientific practices, isimperative. Unlessthe
contrary is established, investigators should consider that procedures that cause pain or distress in human
beings may cause pain or distressin other animas.” Check the appropriate category(ies) and indicate the
approximate number of animalsin each. Sum(s) should egua tota from Section B.

IF ANIMALS ARE INDICATED IN COLUMN E, A SCIENTIFIC JUSTIFICATION ISREQUIRED
TO EXPLAIN WHY THE USE OF ANESTHETICS, ANALGESICS, SEDATIVES OR
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I RANQUILIZERS DURING AND/UR FULLUWING PAINFUL UR DISI RESSFUL PRULEDURES
ISCONTRAINDICATED. PLEASE COMPLETE THE EXPLANATION FOR COLUMN E
LISTINGS FORM AT THE END OF THISDOCUMENT. THISFORM WILL ACCOMPANY THE
NIH ANNUAL REPORT TO USDA. Note: THISCOLUMN E FORM, AND ANY ATTACHMENTS,
eg., THE ASP, ARE SUBJECT TO THE FREEDOM OF INFORMATION ACT.

NUMBER OF ANIMALSUSED
EACH YEAR
Year 1 Year 2 Year 3
USDA Minima Trangent, or No Pain or Distress
ColumnC
USDA Pain or Digtress Relieved By Appropriate
Column D Measures**
USDA Unrdieved Pain or Distress **
Column E

Describe your consideration of alternativesto procedureslisted for Column D and E that may
cause more than momentary or dight pain or distressto theanimals, and your deter mination that
alternativeswere not available. [Note: Principal Investigators must certify in paragraph N.5. that
no valid alter native was identified to any described procedur es which may cause morethan
momentary pain or distress, whether it isrelieved or not.] Delineate the methods and sour ces used
in the search below. Data base references must include databases searched (2 or more), the date of
the search, period covered, and keywor ds used:

I. ANESTHESIA, ANALGES A, TRANQUILIZATION: For animdsindicated in Section H, Column D,
specify the anesthetics, analgesics, sedatives or tranquilizers that are to be used. Include the name of the
agent(s), the dosage, route and schedule of administration.

J.METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALSAT END OF STUDY: (1)
Indicate the proposed method, and if achemica agent is used, specify the dosage and route of
adminigration. If methods of euthanasia include those not recommended by the AVMA Pand on
Euthanasia, provide judtification why such methods must be used. (2) Indicate the method of carcass
disposa if not as MPW.
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K. HAZARDOUS AGENTS: Use of hazardous agents requires the approva of an ICD safety specididt.
Regigration Documents for the use of recombinant DNA or potential human pathogens may be attached at
the discretion of the ACUC.

YES NO LIST AGENTS AND REGISTRATION DOCUMENT
NUMBER (IF APPLICABLE)

1. Radioisotopes

2. Biologicd Agents

3. Hazardous Chemicds or Drugs
4. Recombinant DNA

Study conducted at Biosafety Level

Describe the practices and procedures required for the safe handling and disposa of contaminated
animas and materia associated with this study. Use of volatile anesthetics requires a description of
scavenging methods used.  Also describe methods for remova of radioactive waste and, if gpplicable, the

monitoring of radicactivity.

Additiona safety consderations.

L. BIOLOGICAL MATERIAL/ANIMAL PRODUCTS: (eg., cdl lines, antiserum, €tc.)

1. Specify Materid :
2. Source: Materid Sterile or Attenuated: ___Yes __No
3. If derived from rodents, has the materid been MAP/RAPHAP tested? Yes (Attach copy of

results) _~ No

4. | certify that the MAP/RAP/HAP tested materiads to be used have not been passed through rodent
Species outsde of the animd facility in question and/or the materid is derived from the origind MAP
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lesea amnpie. 10 ne pesk Or my Knowieage e medaeria remans uncontaminaea Witn roaernt
pathogens.

Initialsof Principal | nvestigator.

M. SPECIAL CONCERNSOR REQUIREMENTS OF THE STUDY: Lig any specid housing,
equipment, animal care (i.e., oecid caging, water, feed, or waste digposd, etc.). Include justification for
exemption from socia housing for nonhuman primates or exercise for dogs.

N. PRINCIPAL INVESTIGATOR CERTIFICATIONS:
1. | certify that | have attended an gpproved NIH Investigator training course.

Year of Course Attendance: _ Location:
Y ear (9) of Refresher Training:

2. | certify that | have determined that the research proposed herein is not unnecessarily duplicative of
previoudy reported research.

3. | certify that dl individuas working on this proposa are participating in the NIH Anima Exposure
Surveillance Program.

4. | certify that the individuas listed in Section A are authorized to conduct procedures involving animals
under this proposa have atended the course “Using Animasin Intramura Reserch: Guideines for
Anima Users’ and will complete refresher training as required, and received training in the biology,
handling, and care of this species; aseptic surgicd methods and techniques (if necessary); the concept,
availahility, and use of research or testing methods that limit the use of animas or minimize digtress,
the proper use of anesthetics, andgesics, and tranquilizers (if necessary); procedures for reporting
anima welfare concerns,

5. FOR COLUMN D AND COLUMN E PROPOSAL S (see section H): | certify that | have reviewed
the pertinent scientific literature and the sources and or databases (2 or more) as noted in paragraph H,
and have found no vdid dternative to any procedures described herein which may cause more than
momentary pain or distress, whether it isrelieved or not.

6. | will inform the ACUC of any proposed significant changesin this study.

Principal Investigator: Signature Date:
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O. CONCURRENCES:

Clinical Center Biostatistics and Clinical Epidemiology Service certification of satistica review,
required for Clinica Studies and sdected Rilot Studies.

Signature Date

L aboratory/Branch Chief certification of review and goprova on the bass of scientific merit.
Scientific Director's signature required for proposas submitted by a Laboratory or Branch Chief.

Name Signature Date

Safety Representative certification of review and concurrence. (Required of dl sudies
utilizing hazardous agents))

Name Signature Date

Facility M anager certification of resource capability in the indicated facility to support the proposed
study.

Fedlity  ~ Name__ Signature Date
Fecility Name__ Signature Date
Fecility _  Name__ Signature Date
Fecility _  Name__ Signature Date
COMMENTS:

Facility Veterinarian cetification of review.

Name ___ Signature Date
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AlleNnaing veerinarian cerurication or review.

Name ___ Signature Date

P. FINAL APPROVAL.: Cetification of review and approva by the Clinical Center Anima Care and Use
Committee Chairperson.

CHAIRPERSON ___ Signature Date
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